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REASONS SUPPORTING PRE-APPEAL BRIEF REQUEST FOR REVIEW 

Mail Stop AF 
Commissioner for Patents 
P.O. Box 1450 
Alexandria, VA 22313-1450 



Sir: 



This is in response to the Final Office Action mailed March 1 1, 2010, in the 



above-identified United States Patent Application. Filed herewith is a Notice of Appeal 
and fee, and a petition and fee for a two month extension of time. The Commissioner is 
authorized to charge any other fees due in connection with this filing to Deposit Account 
No. 50-3973 referencing Attorney Docket No. USG1NZ00700 . 

A pre-appeal brief review is requested for the reasons set forth below. 



INTRODUCTION 

The present application relates generally to apparatus and methods for achieving 
endoluminal access. The apparatus and methods facilitate introduction of flexible 
endoscopic instruments during endoluminal procedures. Embodiments of apparatus 
for performing portions of the claimed methods are shown in FIGS. 1 A-E and 2, 
reproduced below. The illustrated embodiments include an elongate body 12, two 
working lumens 16a, 16b and two articulating elements 20a, 20b pivotally connected to 
the elongate body by linkages 21a, 21b. The linkages are each pivotally connected to a first 
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hinge 22a, 22b on the articulating element and a second hinge 1 5a, 1 5b on the elongate body. 

The articulating elements 20a, 20b articulate from an in-line position (FIGS. 1 A, ID) to an 
off-axis position (FIGS. 1 B, 1 C, 1 E, 2). Distal openings 17a, 17b of each of the working lumens 
16a, 16b are substantially covered by the articulating elements in their in-line 



positions and are substantially uncovered by the articulating elements in their off-axis positions. 




As stated in Appellants’ Specification (at paragraph 0032): 

Articulating elements 20 off-axis and out of alignment with working axis W 
exposes distal openings 17 of lumens 16. Once exposed, lumens 16 may be used 
for passage of diagnostic or therapeutic tools from the proximal to the distal region 
of apparatus 10, as well as to draw suction, inject fluids, etc. By providing 
apparatus 10 with elements that articulate, lumens 16 may be provided with larger 
cross-sectional profiles than otherwise would be possible for a given delivery 
profile, as compared to apparatus having needed elements that cannot articulate. 



At issue are the following: (a) whether claims 3 1 -33, 36-38, 40-43, and 65 
should be rejected under 35 U.S.C. § 1 02(e) as being anticipated by US 



2 to 



Khali li (“Khalili”), and (b) whether claims 1-2, 5-9, 19, 23-24, 26-27, and 29-30 should 
be rejected under 35 U.S.C. § 103(a) as being unpatentable over Khalili in view of USP 



5.251,61 1 to Zehel et 









In the pending Final Office Action, claims 31-33, 36-38, 40-43, and 65-77 were 
rejected as being anticipated by the Khalili publication. Appellant traverses these 
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rejections because the Khali li publication fails to teach or disclose all of the method steps 
and/or device limitations of the foregoing claims. 

Claim 3 1 recites a method that includes, inter alia , steps of advancing an elongate 
body having at least one articulatable element disposed at or near a distal region thereof into a 
body lumen, and the following two additional method steps: 

® moving tire articulatable element from a position in-line with or adjacent to a working 
axis of the elongate body to a position out-of-line with the working axis, thereby at least 



* 



passing a diagnostic or therapeutic tool through the working lumen while the 




Claim 65 recites an apparatus that includes, inter alia, a substantially flexible elongate 
body, at least one articulating element disposed at or near a distal region of the elongate 
body, and the following additional limitations: 

• at least two working lumens extending through the elongate bodv: and 

mmiiifMiiiiWMiiWiiifWifWiiinf iiiiiiiiifiiwmwiiiiiiwiiiiwiwifii O.a................... . -Ha? i-J* tJ J 

• wherein tire at least one articulating element articulates from an in-line position to an off- 
axis position relative to the working axis of the elongate body, and wherein a distal 



least one a^culgtmg_ element ijt the olf-am ga sMon . 



In the rejections of claims 31 and 65, the Office Action (at pp. 3-4) relies upon the FIG 
13A-B embodiment of the KlialiU publication, shown below. The Office Action 
identifies a camera 330 as allegedly 
corresponding with the “working lumen” 
recited in claim 3 1 and with one of the “at 
least two working lumens” recited claim 



0, />/♦ 






65. The Office Action further states that “a piC, i3B 



distal opening 330 of one of the working 
lumens is substantially covered by” one 
the robotic arms 3 1 2-3 1 4 in the in-line 
position and is substantially uncovered by 
the robotic arms in the off-axis position. 
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Appellants respectfully disagree with the contention stated in the Office Action 
that the Khalili camera 330 corresponds with a “working lumen” recited in claims 31 and 



65. In particular, Appellants submit that this finding is based upon an 
interpretation of the limitations of claims 31 and 65 identified above. While it is true that 
claims undergoing examination are to be given their broadest reasonable construction, 
any such interpretation must be “consistent with the specification” and the claim 
language must be read “in light of the specification as it would be interpreted by one of 
ordinary skill in the art.” In re Suiteo Surface. Inc. . No. 09-1418 (April. 14, 2010) 
(citations omitted). Appellants submit that the constructions of claims 3 1 and 65 
proposed in the Office Action do not satisfy this standard. 

The recitation in each of the claims of “a working lumen” or “at least two 
working lumens” refers to an open space(s), channel(s), or conduit(s) to be used for 
passage of diagnostic or therapeutic tools therethrough. This interpretation is supported 
by Appellants’ specification, which consistently uses the terms to refer to such a 
structure. (See, e.g., ^ 0002: “The elongate body may also include a working lumen to 
facilitate passage of diagnostic or therapeutic tools therethrough , or for injection of 
fluids or to draw suction.” See also 0048: “In FIG. 7, first steerable shaft 82a 
illustratively is shown with working lumen 86 that extends through the shaft, as well as 
through cable 84a and elongate body 72'. Exemplary grasper tool 90 is shown advanced 
through lumen 86.) The claim language itself further supports this interpretation by 
reciting, in claim 31, a method step of “passing a diagnostic or therapeutic tool through 
the working lumen while the articulatable element is maintained in the out-of-line 



position. 






Comparing the embodiment of the Khalili publication relied upon in the Office 
Action to reject claims 31 and 65, it is clear that the camera 330 does not constitute a 
“working lumen” as that claim term would be understood by the skilled worker in the 
context of Appellants’ Specification. It follows that opening the leaflets 3 1 2-3 1 6 of the 
Khalili device does not result in “at least substantially exposing a distal opening of a working 
lumen” as claimed, nor does Khalili teach “passing a diagnostic or therapeutic tool through the 
working lumen” as also claimed. For these reasons, there can be no anticipation of either of 
claims 31 or 65 by the Khalili publication. 



4 of 5 




Attorney Dkt. No.: USGINZ00700 



Application No.: 1 0/824,936 

Kasztejna, Matthew John 



; Action’s “Response to Arguments” section suggests (at pg. 10) that 
Khalili discloses a “working lumen” which houses the camera 330. There is no support 
in the Khalili publication for this contention. The “Response to Arguments” section also 



proposes (at pp. 1 1-12) that “Khalili teaches various other embodiments that also read on 
claim 31.” Each of the proposed grounds for rejection is flawed - c.g. , advancing a 
robotic tool arm through a port (as per Figs. 5-6 and 7a) does not meet the limitation of 
“substantially exposing a distal opening of a working lumen” - and none establishes that 
either of claims 31 or 65 is anticipated by the Khalili publication. 






Claims 1-2, 5-9, 19, 23-24, 26-27, and 29-30 were rejected as being unpatentable 
for obviousness over Khalili in view of Zehel. Like claim 65, claim 1 recites an 
apparatus for obtaining endoluminal access that includes, inter alia, “at least two working 
lumens extending through the elongate body,” and “wherein a distal opening of at least one of the 
working lumens is substantiaUv covered bv the articulating element in the in-line nosition and is 
substantiaUv uncovered bv the articulating element in the off-axis position.” As discussed 
above, the Khalili publication does not describe or suggest a device that meets these limitations. 

The Zehel patent does not correct the deficiencies of the Khalili publication. As a result, 
there can be no prima facie case of obviousness of claim 1 based upon the combination ofKhalili 
and Zehel. 



CONCLUSION 

In view of the foregoing, the Application is in condition for allowance. The 
rejections of the pending claims set forth in the Final Office Action should be withdrawn 
and the claims passed to issue. 

Respectfully submitted, 
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